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DETAILED ACTION 
Status of the Application 



Receipt of the Amendment and Response filed 1 1/20/03 is acknowledged. 
The 35 U.S.C. §1 02(b) rejection of Vetter has been withdrawn. 
Claims 1-8 are pending. Claims 1-8 remain rejected. 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth m section 102 of this fctle, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 

rJ^llwZ aS ?n !l 3 PerS ° n havinQ 0rdinary ski " in the art t0 which said subject matter pertains 
Patentabihty shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 • Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 1-2 and 6-8 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Vetter et al. (US Pat. No. 5,808,076). 

Vetter teaches solid oral preparations of micronized quinolone- or 
naphthyridonecarboxylic acids for use in feed formulations that mask bitter flavoring and 
fight bacterial infections in humans and animals (see reference column 1, lines 1-45); 
(column 2, lines 44-58); (column 3, lines 50-65); (column 5, lines 19-35) and claims. 
The preparation also contains polyvinyl alcohols, polyethylene glycols and the like (col. 
2, lines 49-58). 

The instant claims are drawn to a solid phase dispersion comprising micronized 
quinolonecarboxylic acid or micronized naphthyridonecarboxylic acids in an insoluble 
matrix. 

Vetter teaches at col. 3, lines 63-65, that if small particles are required, 
micronizing may be an option, for example by using an air impact, bead or trituration 
mill. Vetter also teaches sieving, grinding and granulation of particles at col. 3, lines 57- 
62. This meets the requirements of the instant generic claims, which require micronized 
quinolonecarboxylic acid or micronized naphthyridonecarboxylic acids, since Vetter 
teaches the option of micronizing to obtain smaller-sized particles. Furthermore, it 
would have been obvious to one of ordinary skill in the pharmaceutical art to conduct 
mieronization of particles, if smaller particle sizes were desired, as this is routinely or 
conventionally practiced in the art. 
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Claims 1-2 and 6-6 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lange et al. (US Pat. No. 5,152,986) in view of Vetter et al. (US 
Pat. No. 5,808,876). 

Lange teaches a solid oral preparation comprising quinolone- or 
naphthyridonecarboxylic acids, polyethylene glycols and polyvinyl alcohols for use in 
feed formulations, which mask bitter taste, improve the animal's intake and consumption 
of the feed formulation and fight bacterial infections in humans and animals (see 
reference columnl, lines 1-11); (column 2, lines 48-66); (column 3, lines 36-47); 
(column 5, lines 10-32); (column 6, lines 19-26, 52-66); (column 11, lines 21-52); 
(column 12, lines 1-31). 

Lange are deficient only in the sense that he does not explicitly teach micronized 
quinolone- or micronized naphthyridonecarboxylic acids. 

Vetter teaches solid oral preparations of quinolone- or naphthyridonecarboxylic 
acids wherein the particles may be micronized form if small particles are required, for 
example by using an air impact, bead or trituration mill (col. 3, lines 63-65). Vetter also 
teaches sieving, grinding and granulation of particles at col. 3, lines 57-62. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to include the micronized quinolone- or micronized 
naphthyridonecarboxylic acids of Vetter within the solid preparation of Lange because 
Vetter teaches that micronizing may be an option if smaller particles are desired and 
similarly Lange teaches quinolone- or naphthyridonecarboxylic acids wherein as 
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demonstrated in Example 7, the active substances are comminuted through a grater, 
dried and then sieved to the desired particle size (see col. 8, lines 11-27). The 
expected result would be an improved, micronized quinolone- or micronized 
naphthyridonecarboxylic acids solid formulation for use in animal feed. 



Claims 3-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lange et al. (US Pat. No. 5,152,986) or Vetter et al. (US Pat. No. 5,808,876) in view 
of Pollinger etal. (US Pat. No. 5,695,784). 

As discussed above, Lange teaches a solid oral preparation comprising 
quinolone- or naphthyridonecarboxylic acids, polyethylene glycols and polyvinyl 
alcohols for use in feed formulations, which mask bitter taste, improve the animal's 
intake and consumption of the feed formulation and fight bacterial infections in humans 
and animals (see reference columnl, lines 1-11); (column 2, lines 48-66); (column 3, 
lines 36-47); (column 5, lines 10-32); (column 6, lines 19-26, 52-66); (column 11, lines 
21-52); (column 12, lines 1-31). 

Vetter teaches a solid, homogeneously dispersed oral preparation comprising 
micronized quinolone- or micronized naphthyridonecarboxylic acids, polyethylene 
glycols and polyvinyl alcohols for use with taste-sensitive animals for the treatment of 
bacterial infections (see reference column 1, lines 1-45); (column 2, lines 44-58); 
(column 3, lines 50-65); (column 5, lines 19-35); and claims. 
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Lange or Vetter are lacking only in the teachings of shellac in the 
quinolonecarboxylic acid formulation. It is well within the skill of the pharmaceutical art 
that various binders and film-forming agents can be implemented, in combination, to 
increase the mechanical stability and strength of oral preparations. Such skill is also 
evident from the reference of Pollinger et al. (see below). 

Pollinger teaches flavor-masked pharmaceutical compositions comprising 
naphthyridone- and quinolone-carboxylic acid in combination with shellac, polyethylene 
glycol and polyvinyl alcohol for example (see reference column 1, lines 30-67); (column 
4, lines 9-59); (column 5, lines 7-15, 45-53). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to use shellac in combination with quinolone- or 
naphthyridonecarboxylic acids to mask ill-flavored compositions in feed or foodstuff 
applications because Pollinger teaches shellac as a suitable ingredient in the 
naphthyridone- and quinolone-carboxylic acid formulation and similarly, Lange and 
Vetter teach naphthyridone- and quinolone-carboxylic acid preparations for use in 
animal feed to mask ill-flavored tastes. The expected result would be an improved 
tasting, therapeutic composition for the treatment of bacterial infections in humans and 
animals. 

Lange or Vetter do not teach the instantly claimed ratios. However, in the 
absence of showing the criticality, it is deemed obvious to one of ordinary skill in the art 
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that suitable ranges could be obtained through routine or manipulative experimentation, 
as these are viewed as variable parameters, in order to obtain the best possible results. 



Response to Arguments 

Applicant's arguments filed 11/20/03 have been fully considered and were found 
to be persuasive with regards to the 35 USC 102(b) rejections over Vetter et al. 

The applicant argued in regards to the 35 USC 102(b) rejections of Vettter et al. 
stating, "Vetter et al. discloses preparation of a formulation of quinolonecarboxylic acid or 
naphthyridonecarboxylic acid and emboniec acid. However, Vetter et al., does not teach or 
disclose micronized quinolonecarboxylic acid nor micronized naphthyridonecarboxylic acid 
where the particle size of the solid phase dispersion is about 20 to about 100 mesh size." 

- This argument has been fully considered and was found to be persuasive in view 
of the Amendment. Accordingly, the 35 U.S.C. 102(b) rejections over Vetter et al. have 
been withdrawn. 

Secondly, the Applicant argued regarding the rejection of Claims 1-2 and 6-8 
under 35 U.S.C. 103(a) over Vetter et al. stating, "Vetter et al. do not teach or suggest 
micronized quinolonecarboxylic acid nor micronized naphthyridonecarboxylic acid where the 
particle size of the solid phase dispersion is about 20 to about 100 mesh size. One skilled in the 
art would not have been motivated to prepare a solid phase dispersion in which the particle size 
is about 20 to about 100 mesh." 
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These arguments have been fully considered but they are not found to be 
persuasive. Vetter et al. teach oral preparations of micronized quinolone- or 
naphthyridonecarboxylic acids for use in feed formulations that mask bitter flavoring and 
fight bacterial infections in humans and animals. Although Vetter does not teach the 
claimed particle size (~ 20 - ~ 100 mesh), Vetter teaches at col. 3, lines 63-65, that if 
small particles are required, micronizing may be an option, for example by using an air 
impact, bead or trituration mill. Vetter also teaches sieving, grinding and granulation of 
particles at col. 3, lines 57-62. Furthermore, it is the position of the Examiner that one 
of ordinary skill in the art would be capable of determining suitable ranges through the 
use of routine or manipulative experimentation to obtain the best possible results, as 
these are indeed variable parameters. Moreover, no unexpected results accrue with the 
use of the instantly claimed particle size. The prior art clearly teaches and exemplifies 
solid oral preparations of quinolone- or naphthyridonecarboxylic acids that can be 
micronized to obtain smaller particles for use in feed formulations. Hence, the 
arguments are not persuasive. 

Next, the Applicant argued regarding the rejection of Claims 1, 2 and 6-8 under 
35 U.S.C. §103(8) over Lange et al. ('986) in view of Vetter et al. ('076) stating, "The 
Examiner acknowledges that Lange et al. do not teach micronized quinolonecarboxlic acid or 
micronized naphthyridonecarboxylic acid. In addition, Lange et al. do not teach or suggest a 
solid phase dispersion in which the particle size is about 20 to about 100 mesh size. Vetter 
does not remedy the deficiencies of Lange. Vetter et al. do not teach or suggest micronized 
quinolonecarboxyhc acid nor micronized naphthyridonecarboxylic acid where the particle size of 
the solid phase dispersion is about 20 to about 100 mesh size. Thus, based on the disclosures 
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of Lange et al. and Vetter et al., one skilled in the art would not have been motivated to prepare 
a solid phase dispersion in which the particle size is about 20 to about 100 mesh size. Since 
the combination of references does not teach every element of the claimed invention, these 
references cannot be combined to support a rejection of the claims under U.S.C. §103(a)." 

These arguments have been fully considered but they are not found to be 
persuasive. In response to applicant's argument that there is no suggestion to combine 
the references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Lange teaches a 
solid oral preparation comprising quinolone- or naphthyridonecarboxylic acids, 
polyethylene glycols and polyvinyl alcohols for use in feed formulations, which mask 
bitter taste, improve the animal's intake and consumption of the feed formulation and 
fight bacterial infections in humans and animals. Lange does not explicitly teach 
micronized quinolone- or micronized naphthyridonecarboxylic acids. However, Lange, 
in Example 7, demonstrates that the active substances are comminuted through a 
grater, dried and then sieved to the desired particle size (see col. 8, lines 11-27). 
Moreover, Vetter et al. was relied upon for the teaching of solid oral preparations of 
quinolone- or naphthyridonecarboxylic acids wherein the particles may be micronized 
form if small particles are required, for example by using an air impact, bead or 
trituration mill (col. 3, lines 63-65). Vetter also teaches sieving, grinding and granulation 
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of particles at col. 3, lines 57-62. Therefore ample motivation is provided by the prior art 
to employ micronized preparations of quinolone- or naphthyridonecarboxylic acids. The 
argument that neither reference teaches a solid phase dispersion in which the particle 
size is about 20 to about 100 mesh size has been considered but was not persuasive 
since one of ordinary skill familiar with this art would be capable of determining suitable 
particle sizes based on routine experimentation to obtain the best possible outcome, 
since these are variable parameters. Furthermore, the prior art clearly teaches the 
generic concept of employing micronized quinolone- or naphthyridonecarboxylic acids 
for use in animal feed as similarly desired by the Applicants. 

Lastly, the Applicants argued regarding the rejection of Claims 3-5 under 35 
U.S.C. §1 03(a) over Lange et al. ('986) or Vetter et al. ('076) in view of Pollinger et al. 
(784) stating, "As discussed above, Lange et al. and Vetter et al. do not teach or suggest 
micronized quinolonecarboxylic acid nor naphthyridonecarboxylic acid, nor a solid phase 
dispersion having a particle size of about 20 to about 100 mesh. Pollinger et al. also do not 
teach or suggest micronized quinolonecarboxylic acid nor naphthyridonecarboxylic acid, nor a 
solid phase dispersion having a particle size of about 20 to about 100 mesh. Thus, based on 
the disclosure of Pollinger et al., one would not be motivated to prepare the solid phase 
dispersion as claimed in the present invention. Since the combination of references does not 
teach every element of the claimed invention, these references cannot be combined to support 
a rejection of the claims under U.S.C. §103(a)." 

These arguments have been fully considered but they are not found to be 
persuasive. The teachings of Vetter et al. and Lange et al. have been delineated 
above. Pollinger et al. teach flavor-masked pharmaceutical compositions comprising 
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naphthyridone- and quinolone-carboxylic acid in combination with shellac, polyethylene 
glycol and polyvinyl alcohol, for example. Pollinger et al. was relied upon for the generic 
teaching of the use of shellacs in flavor-masking compositions containing 
quinolonecarboxylic acid or napthyridonecarboxylic acid. The Applicants argument that 
none of the references teaches or suggests micronized quinolonecarboxylic acid nor 
micronized naphthyridonecarboxylic acid with a solid phase dispersion having a particle 
size of about 20 to about 100 mesh is not persuasive, since as noted above, one of 
ordinary skill in the art would determine suitable particle sizes through routine or 
manipulative experimentation to obtain the best possible results, as these are variable 
parameters. No criticality has been established with the instant particle sizes claimed. 
The prior art teaches and suggests formulating small particle sizes obtained through 
grinding, sieving and micronizing. Furthermore, the prior art clearly teaches and 
exemplifies formulations comprising micronized quinolonecarboxylic acid or 
naphthyridonecarboxylic acids, polyethylene glycols and polyvinyl alcohols for use in 
feed formulations. The prior art teaches formulations employing similar ingredients with 
a similar intended purpose as the Applicants. Hence, the instant claims are rendered 
obvious and unpatentable over the prior art of record. 



Conclusion 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (703) 
308-4429. The examiner can normally be reached on Monday through Friday from 
7:00A.M. to 4:30P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached on (703) 308-2927. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 
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